PROTEST tentative APPROVAL OF tar sand strip Mine Expansion: Mmlenm looa ©
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i (email - optional)

DATE: ‘)/'I b 'wf‘)/ (Must be submitted or postmarked by May 18th 2015)
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I J
DIV.OF OIL, GAS & M

TO: Ms. Dana Dean, Associate Director of Mining
Division of Qil, Gas and Mining

1594 West North Temple, Suite 1210, Box 145801
Salt Lake City, Utah 84114-5801

(mailto: AwidcieaneAuh ﬁa\/)
Dear Ms. Dean,

This is a PROTEST of the tentative decision of the UTAH Division of Oil Gas & Mining (DOGM) to approve a
Canadian Corporation's (U.S. Oil Sands or USOS) Significant Revision to the Notice of Intention to
Commence Large Mining Operations (NOI) for the PR Spring Mine a proposed open pit tar sand mine on state
land in eastern Utah including on lands within the Uncompahgre Ute Indian Reservation Boundaries.

| protest your tentative approval because the expanded tar sand strip mine operations lack a construction
permit, a water pollution discharge permit, a storm water pollution control permit, or any other environmental
control permits at all on the impacted Indian Lands in Utah. This is Environmental Racism and violates
controlling federal and state law to which the state is subject including the Clean Water Act, the RCRA, the
CAA, among others.

| also protest because the new proposed strip mine pit locations will likely pollute the local springs near the
PR Spring Strip mine as well as the groundwater of the Uinta Basin and the surface water of the Green &
Colorado Rivers and create water right conflicts with Native Americans downstream.

| further protest your tentative approval because tar sands are one of the most destructive forms of energy in
terms of greenhouse gases. Production of oil from tar sands bitumen produces three times the greenhouse
gas pollution of conventional oil production. The climate impacts of those greenhouse gases will further
exacerbate Utah's water problems.

Further | protest because your April 7, 2015 DOGM Notice Of Tentative Decision To Approve (DOGM Notice
or 'the Notice') failed to reasonably describe the USOS mine plan revision tentatively approved. Specifically:
1.) The Notice fails anywhere to identify mineral being mined;

2.) The Notice fails to disclose that the mine size will increase by a significant amount, 50%!

3.) The Notice fails to disclose that the tar pit size is approximately tripled under the revision!

This DOGM April 7th Notice stated that the intent of the change is to “reduce the amount of overburden and
interburden storage areas to better facilitate concurrent reclamation.” This statement in the Notice mislead
the public and defeated the purposes of the Notice law. | protest the DOGM Notice is deficient under the
code and the Constitution because it hides the actual intent: — expanding the tar strip-mine by 50-300%.

| protest that the UTAH Division of Oil Gas & Mining should issue a revised Notice of Tentative Decision to
Approve with an accurate disclosure of the revision being considered and hold a hearing on the issues raised
in this protest and deny the permit based upon the above-stated, anticipated |mpacts to water and air quality,
and in the interest of environmental justice.

| look forward to your response at my contact given above.
Signaturé\) U
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OVERDOSAGE
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ge occurs, prop shouldbe di inued i diately. Overdosage is
likely to cause car ion should be treated by artificial
ventilation with oxygen. Calduovaswhr depresslon may rsqmre repositioning of the patient by
raising the patient’s legs, increasing the flow rate of intravenous fluids, and administering pressor
agents and/or anticholinergic agents.

DOSAGE AND ADMINISTRATION
NOTE: CONTAINS BENZYL ALCOHOL (su PRECAUTIONS section)
Dosage and the rate of should be individualized and titrated to the desired effect,
according to clinically relevant factors, i duction and age,
ASA physical classification and teve| of debilitation of the patient.
The following is abbreviated dosage and administration information which is only intended as
a general guide in the use of propofol. Prior fo administering propotol, it is imperative that the

emulsion. In diluted form it has been shown to be more stable when in contact with glass than
with plastic (35% potency after 2 hours of running infusion In plastic).
Mm:ll:tytﬁnn vlm Other Fluids Compatibility of propofol injectable emulsion with the coad-

of b /pk has not been established. (See WARNINGS.) When adminis-
tered uan a y-type infusion se!. propo(ol injectable emulsion has been shown to be compatible
when with the g fluids.

~5% Dextrose Injection
—Lactated Ringers Injection
~Lactated Ringers and 5% Dextrose Injection
—5% Dextrose and 0.45% Sodium Chloride Injection
~5% Dextrose and 0.2% Sodium Chloride Injection
Handling Procedures
General
Pa | drug products should be inspected visually for particulate matter and discoloration

physician review and be completely familiar with the specific dosage and infor-
mation detailed in the CLINICAL PHARMACOLOGY - Individualization of Dosage section.
In the elderly, debilitated, ar ASA HIAV patients, rapid bolus doses should not be the method
administration. (See WARNINGS.)
mndn Care Unit Sedation:
STRICT ASEPTIC TECHNIQUE MUST ALWAYS BE MAINTAINED DURING HANDLING. PROPOFOL
INJECTABLE EMULSION IS A SINGLE-USE PARENTERAL PRODUCT WHICH CONTAINS BENZYL
ALCOHOL TO RETARD THE RATE OF GROWTH OF MICROORGANISMS IN THE EVENT OF ACCH-
DENTAL EXTRINSIC CONTAMINATION. HOWEVER, PROPOFOL INJECTABLE EMULSION CAN
STILL SUPPORT THE GROWTH OF MICROORGANISMS AS IT IS NOT AN ANTIMICROBIALLY PRE-
SERVED PRODUCT UNDER USP STANDARDS. ACCORDINGLY, STRICT ASEPTIC TECHNIQUE
MUST STILL BE ADHERED TO. DO NOT USE IF CONTAMINATION IS SUSPECTED. (See DOSAGE
AND ADMINISTRATION, Handling Procedures.)
Propofol should be individualized according to the patient’s condition and response, blood lipid pro-
file, and vital signs. (See PRECAUTIONS - ICU Sedation.) For intubated, mechanically ventitated
adult patients, intensive care unit (ICU) sedation should be lnxmed slowly wth a continuous infu-
sion in order io titrate to desired clinical effect and d, initia-
tion of sedation should begin at 5 mcg/kg/min (0.3 mg/kg/h). The infusion rzte shouu be increased
by ncremems of 5to 10 mcgnq;/mn (0.3 to 0.6 mgn(glh) until the desired level of sedation is
d.A period of 5 should be allowed for onset of peak
drug effect. Most adult patients require maintenance rates of 5 to 50 mcg/kg/min (0.3 to 3 mg/kg/h)
or higher. Dosaqos o( propofol shou(d be reduced in patients who have received large dosages of
| dosage

qui may be reduced by adequate management
ofpanwm:rulgesmgems 'As with other sedati there is # variability in
requirements, and these requirements may change with time. (See DOSAGE GUIDE.)
EVALUATION OF LEVEL OF SEDATION AND ASSESSMENT OF CNS FUNCTION SHOULD BE CAR-
RIED OUT DAILY THROUGHOUT MAINTENANCE TO DETERMINE THE MINIMUM DOSE OF
PROPOFOL REQUIRED FOR SEDATION (see CLINICAL PHARMACOLOGY, CLINICAL TRIALS, ICU
Bolus ion of 10 or 20 mg should only be used to rapidly increase depth of
sedation in patients where hypotens-on is not Ii:ely to occur. Patients with compromised myocar-
dial function, i volume d #ly low vascular tone (e.g., sepsis) may be
more susceptible to hypotension. (See PRECAUHONS )
SUMMARY OF DOSAGE GUIDELINES - Dosages and rates of administration in the following table
should be individualized and titrated to clinical response. Safety and dosage requirements for induc-
tbnotawsﬁwsunpodmcpatuﬁshawm&bemmbished for children 3 years of age and
older. Safety and dosing req for the ia have only been established
for children 2 months of age and older. Foroompletedosage information, see CUINICAL PHARMA-
COLOGY - Individualization of Dosage. z y

INDICATION ~ DOSAGE AND ADMINISTRATION
P of s

Healthy Adults Less Than 55 Years of Age: 40 mg every 10 seconds until induction onset
(210 2.5 mg/kg).
Elderly, Debilitated, or ASA WAV Patients: 20 mg every 10 seconds until induction onset
(110 1.5 mg/kg).
Cardiac Anesthesia: 20 mg every 10 seconds until induction onset (0.5to 1.5 mg/kg).
Neurosurgical Patients: 20 mg every 10 seconds until induction onset (1 to 2 mg/kg)..
Pediatric Patients- healthy, from 3 years 1o 16 years of age: 2.5 to 3.5 mg/kg administered over
20 to 30 seconds. (See PRECAUTIONS - Pediatric Use and CLINICAL PH.ARMACOLOGV -
Pediatric Patients.)

Maintenance of General Anesthesia: Infusion
Healthy Adults Less Than 55 Years of Age: 100 to 200 mcg/kg/min (6 to 12 mg/kg/).
Eiderly, Debilitated, ASA WAV Patients: 50 to 100 mcg/kg/min (3 to 6 mg/kg/h).
Cardiac Anesthesia: Most patients require:
Primary Propofol with Secondary Opioid -100 ta 150 mcg/kg/min.
lﬂ‘(,ti [;ose Pn;pofol with Primary Opioia - 50 to 100 mcg/kg/min (See CLINICAL PHARMACOL-

fable

Neurosurgical Patients: 100 to 200 meg/kg/min (6 to 12 mg/kg/).
PcdmmPahen's-heaMwlmmmeﬂnof 1o 16 years of age: 125 to 300 ki
(7.5 to 18 mg/kg/). " Lz ye o
“Following the first half hour of maintenance, if clinical sigrss of light anesthesia are not present,
the infusion rate should be decreased." (See PRECAUTIONS - Pediatric Use and CLINICAL
PHARMACOLOGY - Pediatric Patients.)

Maintenance of General Anesthesia: Intermittent Bolus
Healthy Adults Less Than 55 Years of Age: Increments of 20 to 50 mg as needed.

Initiation of MAC Sedation

Healthy Adults Less Than 55 Years of Age: Slow infusion or slew injection techniques are rec-
ommonug to avoid apnea or hypotension. Most patients require an infusion of 100 to 150
mcg/kg/min (6 to 9 mg/kg/h) for 3 to 5 minutes or a slow injection of 0.5 mg/kg over 3 to 5 min-
utes followed immediately by a maintenance infusion.
Eiderty, Debilitated, Neurosurgical, or ASA IV Patients: Most patients require dosages sim-
ilar to healthy adults. Rapid boluses are to be avoided (See WARNINGS.)
Maintenance of MAC Sedation
Healthy Adults Less Than 55 Years of Age: A variable rate intusion technique is preferable over
an intermittent bolus technique. Most patients require an infusion of 25 to 75 meg/kg/min (1.5
10 4.5 mg/kg/h) or incremental bolus doses of 10 mg or 20 mg.
In Eiderly, Debilitated, Neurosurgical, or ASA IV Patients: Most patients require 80% of the
usual adult dose. A rapid (single or repeated) bolus dose should not be used. (See WARNINGS.)
Initiation and Maintenance of ICU Sedation In Intubated, Mechanically Ventilated
Adult Patients - Because of the residual effects of previous anesthetic or sedative agents, in
most patients the.initial infusion should be 5 mcg/kg/min (0.3 mg/kg/h) for at least 5 minutes.
Subsequent increments of 5 to 10 ‘meg/kg/min (0.3 to 0.6 mg/kg/h) over 5 to 10 minutes may
be used until desired clinical effect is achieved. Maintenance rates of 5 to 50 mcg/kg/min (0.3 to
3 mg/kg/h) or higher may be required.
luation of level of sed: and of CNS should be carried out daily
throughout to d the mini dose of propofol d for
mmﬂnmdmmm.wmmmmummamnz
hours because propofol injectable emulsion contains no preservatives and is capable of support-
ing rapid growth of microorganisms. (Ses WARNINGS, and DOSAGE AND ADMINISTRATION.)
Compatibility and Stability: Propofol injectable emulsion should not be mixed with other thera-
peutic agents prior to administration.
Dilution Prior to Administration: Propofol injectable emulsion is provided as a ready to use for-
mulation. However, should dilution be necessary, it should only be diluted with 5% Dextrose
Injection, and it should not be diluted to a concentration less than 2 mg/mL because it is an

prior to admmsmmn whenever solution and container permit.

Clinical experience with the use of in-line filters and propofol during anesthesia or ICU/MAC seda-
tion is limited. Propofol should only be administered through a filter with a pure size of 5 mem or
greater unless it has been demonstrated that the fiter does not restrict the flow of propofol and/or
cause the breakdown of the emulsion. Fitters should be used with caution and where clinically
appropriate. Continuous monitoring is necessary due to the potential for restricted flow and/or
breakdown of the emulsion.

Do not use if there is evidence of separation of the phases of the emulsion.

Rare cases of seli-administration of propofol by health care professionals have been reported,
including some fatalities (sec DRUG ABUSE AND DEPENDENCE).

STRICT ASEPTIC TECHNIQUE MUST ALWAYS BE MAINTAINED DURING HANDUING. PROPOFOL
INJECTABLE EMULSION IS A SINGLE-USE PARENTERAL PRODUCT WHICH CONTAINS BENZYL
ALCOHOL TO RETARD THE RATE OF GROWTH OF MICROORGANISMS IN THE EVENT OF ACCI-
DENTAL EXTRINSIC CONTAMINATION. HOWEVER, PROPOFOL INJECTABLE EMULSION CAN
STILL SUPPORT THE GROWTH OF MICROORGANISMS AS IT IS NOT AN ANTIMICROBIALLY
PRESERVED PRODUCT UNDER USP STANDARDS. ACCORDINGLY, STRICT ASEPTIC TECHNIQUE
MUST STILL BE ADHERED TO. DO NOT USE IF CONTAMINATION IS SUSPECTED. DISCARD
UNUSED PORTIONS AS DIRECTED WITHIN THE REQUIRED TIME LIMITS (See DOSAGE AND
ADMINISTRATION, Handling Procedures). THERE HAVE BEEN REPORTS IN WHICH FAILURE TO
USE ASEPTIC TECHNIQUE WHEN HANDLING PROPOFOL INJECTABLE EMULSION WAS ASSOCH-
ATED WITH MICROBIAL CONTAMINATION OF THE PRODUCT AND WITH FEVER,
INFECTION/SEPSIS, OTHER LIFE-THREATENING I.LNESS ANDIOR DEATH

Guidelines for Aseptic Technique for Gi | Anesthesia/MAC

Propofol should be prepared for use just prior to initiation of each individual anesthetic/sedative
procedure. The vial rubber stopper should be disinfected using 70% isopropyl aicohol. Propofol
should be drawn into sterile syringes immediately after vials are opened. When withdrawing
propofol from vials, a sterile vent spike should be used. The syringe(s) should be labeled with
appropriate m(ormamn including the date and time the vial was opened. Administration should

p tly and be pleted within 6 hours after the vials have been opened.

Propofol should be prepared for single-patient use only. Any unused portions of propofol, reser-
voirs, dedicated administration tubing and/or solutions containing propofol must be discarded at
the end of the anesthetic procedure or at 6 hours, whichever occurs sooner. The [V line should be
flushed every 6 hours and at the end of the anesthetic procedure to remove residual propafol.
Guidelines for Aseptic Technique for ICU Sedation

Propofol Injectable Emulsion should be prepared for single-patient use only. When propofol is
_adminjstered directly from the vial, strict aseptic techniques must be: followed. The vial rubber
stopper should be disinfected using 70% isopropyl alcohol. A sterile vent spike and sterile tubing
must be used for administration M propofol As with other lipid emulsions the number of IV line

ipulations should should ty and must be

completed within 12 hours after the vial has been spiked. The tubing and any unused portion of
propofol must be discarded after 12 hours.

If propofol is transferred to a syringe or other prior to administration, the handling pro-
cedures for general anesthesia/MAC sedation should be foilowed and the product should be dis-
carded and administration lines changed after 6 hours.

HOW SUPPLIED
Propofol Injectable Emulsion, containing 10 mg/mL of propafol, is avaitable as follows:
20 mL single dose vial in cartons of 10. NDC §5390-104-24
50 mL single-patient infusion vial in cartons of 10. NDC 55380-104-50.
100 mL single-patient infusien vial in cartons of 10. NDC 55390-104-99.
Propofol undergoes oxidative degradation, in the presence of oxygen, and is therefore packaged
under nitrogen to eliminate this degradation path.
Store between 4° to 22°C (40° to 72°F). DO NOT FREEZE. Shake well before use.

Manufactured by:
Ben Venue Laboratories, Inc.
Bedford, OH 44146

Manufactured for:
Bedford Laboratories™
Bedford, OH 44146
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PROTEST tentative APPROVAL OF tar sand strip Mine Expansion:

=D SMICic ) (Name)
a9 2 [Zen T (Address)
Sl Vv oz (City, State, Zip)
EP Kosm ice @ Yidico, Conn (email - optional)

DATE: /S g 2018 (Must be submitted or postmarked by May 18th 2015)

TO: Ms. Dana Dean, Associate Director of Mining
Division of Oil, Gas and Mining

1594 West North Temple, Suite 1210, Box 145801
Salt Lake City, Utah 84114-5801

(mailto: )

Dear Ms. Dean,

This is a PROTEST of the tentative decision of the UTAH Division of Oil Gas & Mining (DOGM) to approve a
Canadian Corporation's (U.S. Oil Sands or USOS) Significant Revision to the Notice of Intention to
Commence Large Mining Operations (NOI) for the PR Spring Mine a proposed open pit tar sand mine on state
land in eastern Utah including on lands within the Uncompahgre Ute Indian Reservation Boundaries.

| protest your tentative approval because the expanded tar sand strip mine operations lack a construction
permit, a water pollution discharge permit, a storm water pollution control permit, or any other environmental
control permits at all on the impacted Indian Lands in Utah. This is Environmental Racism and violates
controlling federal and state law to which the state is subject including the Clean Water Act, the RCRA, the
CAA, among others.

| also protest because the new proposed strip mine pit locations will likely pollute the local springs near the
PR Spring Strip mine as well as the groundwater of the Uinta Basin and the surface water of the Green &
Colorado Rivers and create water right conflicts with Native Americans downstream.

| further protest your tentative approval because tar sands are one of the most destructive forms of energy in
terms of greenhouse gases. Production of oil from tar sands bitumen produces three times the greenhouse
gas pollution of conventional oil production. The climate impacts of those greenhouse gases will further
exacerbate Utah's water problems.

Further | protest because your April 7, 2015 DOGM Notice Of Tentative Decision To Approve (DOGM Notice
or 'the Notice') failed to reasonably describe the USOS mine plan revision tentatively approved. Specifically:
1.) The Notice fails anywhere to identify mineral being mined;

2.) The Notice fails to disclose that the mine size will increase by a significant amount, 50%!

3.) The Notice fails to disclose that the tar pit size is approximately tripled under the revision!

This DOGM April 7th Notice stated that the intent of the change is to “reduce the amount of overburden and
interburden storage areas to better facilitate concurrent reclamation.” This statement in the Notice mislead
the public and defeated the purposes of the Notice law. | protest the DOGM Notice is deficient under the
code and the Constitution because it hides the actual intent: — expanding the tar strip-mine by 50-300%.

| protest that the UTAH Division of Oil Gas & Mining should issue a revised Notice of Tentative Decision to
Approve with an accurate disclosure of the revision being considered and hold a hearing on the issues raised
in this protest and deny the permit based upon the above-stated, anticipated impacts to water and air quality,

and in s of envirgnmental justice.
| look forwafdfo /Z)n\se at my contact given above.

Signature
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PROTEST tentative APPROVAL OF tar sand strip Mine Expansion:

7.1)ie fMe lnni S (Name)
H13 Y7 4. A (Address)
<6 W e o Y (City, State, Zip)

T

(email - optional)
DATE < JA (Must be submitted or postmarked by May 18th 2015)

TO: Ms. Dana Dean, Associate Director of Mining
Division of Qil, Gas and Mining

1594 West North Temple, Suite 1210, Box 145801
Salt Lake City, Utah 84114-5801

(mailto: )

Dear Ms. Dean,

This is a PROTEST of the tentative decision of the UTAH Division of Oil Gas & Mining (DOGM) to approve a
Canadian Corporation's (U.S. Oil Sands or USOS) Significant Revision to the Notice of Intention to
Commence Large Mining Operations (NOI) for the PR Spring Mine a proposed open pit tar sand mine on state
land in eastern Utah including on lands within the Uncompahgre Ute Indian Reservation Boundaries.

| protest your tentative approval because the expanded tar sand strip mine operations lack a construction
permit, a water pollution discharge permit, a storm water pollution control permit, or any other environmental
control permits at all on the impacted Indian Lands in Utah. This is Environmental Racism and violates
controlling federal and state law to which the state is subject including the Clean Water Act, the RCRA, the
CAA, among others.

| also protest because the new proposed strip mine pit locations will likely pollute the local springs near the
PR Spring Strip mine as well as the groundwater of the Uinta Basin and the surface water of the Green &
Colorado Rivers and create water right conflicts with Native Americans downstream.

| further protest your tentative approval because tar sands are one of the most destructive forms of energy in
terms of greenhouse gases. Production of oil from tar sands bitumen produces three times the greenhouse
gas pollution of conventional oil production. The climate impacts of those greenhouse gases will further
exacerbate Utah's water problems.

Further | protest because your April 7, 2015 DOGM Notice Of Tentative Decision To Approve (DOGM Notice
or 'the Notice') failed to reasonably describe the USOS mine plan revision tentatively approved. Specifically:
1.) The Notice fails anywhere to identify mineral being mined;

2.) The Notice fails to disclose that the mine size will increase by a significant amount, 50%!

3.) The Notice fails to disclose that the tar pit size is approximately tripled under the revision!

This DOGM April 7th Notice stated that the intent of the change is to “reduce the amount of overburden and
interburden storage areas to better facilitate concurrent reclamation.” This statement in the Notice mislead
the public and defeated the purposes of the Notice law. | protest the DOGM Notice is deficient under the
code and the Constitution because it hides the actual intent: — expanding the tar strip-mine by 50-300%.

I protest that the UTAH Division of Oil Gas & Mining should issue a revised Notice of Tentative Decision to
Approve with an accurate disclosure of the revision being considered and hold a hearing on the issues raised
in this protest and deny the permit based upon the above-stated, anticipated impacts to water and air quality,
and in the interest of environmental justice.

I look forward to your response at my contact given above.

Signature
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PROTEST tentative APPROVAL OF tar sand strip Mine Expansion:

CdR 1S FowLES (Name)
853 & soe S (Address)
L A R < b (City, State, Zip)
(email - optional)
DATE: 5-/ [+ (Must be submitted or postmarked by May 18th 2015)

TO: Ms. Dana Dean, Associate Director of Mining
Division of Oil, Gas and Mining

1594 West North Temple, Suite 1210, Box 145801
Salt Lake City, Utah 84114-5801

(mailto: )

Dear Ms. Dean,

This is a PROTEST of the tentative decision of the UTAH Division of Oil Gas & Mining (DOGM) to approve a
Canadian Corporation's (U.S. Oil Sands or USOS) Significant Revision to the Notice of Intention to
Commence Large Mining Operations (NOI) for the PR Spring Mine a proposed open pit tar sand mine on state
land in eastern Utah including on lands within the Uncompahgre Ute Indian Reservation Boundaries.

| protest your tentative approval because the expanded tar sand strip mine operations lack a construction
permit, a water pollution discharge permit, a storm water pollution control permit, or any other environmental
control permits at all on the impacted Indian Lands in Utah. This is Environmental Racism and violates
controlling federal and state law to which the state is subject including the Clean Water Act, the RCRA, the
CAA, among others.

| also protest because the new proposed strip mine pit locations will likely pollute the local springs near the
PR Spring Strip mine as well as the groundwater of the Uinta Basin and the surface water of the Green &
Colorado Rivers and create water right conflicts with Native Americans downstream.

| further protest your tentative approval because tar sands are one of the most destructive forms of energy in
terms of greenhouse gases. Production of oil from tar sands bitumen produces three times the greenhouse
gas pollution of conventional oil production. The climate impacts of those greenhouse gases will further
exacerbate Utah's water problems.

Further | protest because your April 7, 2015 DOGM Notice Of Tentative Decision To Approve (DOGM Notice
or 'the Notice') failed to reasonably describe the USOS mine plan revision tentatively approved. Specifically:
1.) The Notice fails anywhere to identify mineral being mined;

2.) The Notice fails to disclose that the mine size will increase by a significant amaunt, 50%!

3. ) The Notice fails to disclose that the tar plt size is apprOXImately tripled under the rewsmn'

.....

“the public and defeated the purposes of mé Notige law. Y} protest’ th DOGM NOtlce is deflcient under ‘the
code and the Constitution because it hides the actual intarit: - expanding the tat strip-mine by 50-300%.

| protest that the UTAH Division of Oil Gas & Mining should issue a révised Notice of Tentatjye Decision to
Approve with an accurate disclosure of the revision being considered and hold-a tiearing on the issues raised
in this protest and deny the permit based upon the above-stated, anticipated impacts to water and air quallty,
and in the interest of environmental justice. ‘

I look forward to your response at my contact given above.
- W g

Signature
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A rapid bolus induction should be avoided. A slow rate of approximately 20 mg every 10 seconds until
induction onset (0.5 to 1.5 mg/kg) should be used. In order to assure adequate anesthesia, when
propofol is used as the primary agent, maintenance infusion rates should not be less than 100

Across all 6 US/Canadian clinical studies, the mean infusion rate for all propofol patients
was 27 + 21 meg/kg/min. The maintenance infusion rates required to maintain adequate sedation ranged
from ZB mcg/kg/mmto 130 mcg/kg/mn The infusion rate was lower in patients over 55 years of age
to patients under 55 years of age (approximately 38

mcg/kg/min and should be supph d with analgesic levels of i opioid ion.
When an opioid is used as the primary agent, propofol maintenance rates should not be less than 50
meg/kg/min, and care shoulkd be taken to ensure amnesia with concomitant benzodiazepines. Higher
doses of propofol will reduce the opioid requirements (see Table 5). When propofol is used as the pri-
mary anesthetic, it shoukd not be administered with the high-dose opioid technique, as this may
increase the likelihood of hypotension (see PRECAUTIONS - Cardiac Anesthesia).

Table 5. CARDIAC ANESTHESIA TECHNIQUES

Primary Agent Rate Secondary Agent/Rate
(Following Induction with Primary Agent)
PROPOFOL OPIOID/0.05-0.075 meg/kg/min (no bolus)
Preinducti iolysi 25 meg/kg/mi
Induction 0.5-1.5 mg/kg
over 60 sec
Maintenance 100-150
(Titrated to Clinical meg/kg/min '
Response)
OPIOID® PROPOFOL/50-100 mcg/kg/min (no bolus)
Induction 25-50 meg/ks
Maintenance 0.2-0.3 mci _ﬂg/_n

30PIOID is defined in terms of fentanyl equivalents. i.e.
1 mcg of fentanyl = 5 mcg of alfentanil (for bolus)
= 10 meg of alfentanil (for maintenance)
or
= 0.1 meg of sufentanil

bCare should be taken to ensure amnesia with concomitant benzodiazepine therapy

Maintenance of General Anesthesia

Aduit Patients: In adults, ia can be maintained by administering propefel by infusion or

intermittent IV bolus injection. The pahen!s clinical response will determine the infusion rate or

the amount and freq of

Continuous Infusion: Propofol 100 to 200 mcg/kg/mn administered in a variable rate infusion

with 60% to 70% nitrous oxide and oxygen provides anesthesia for patients undergoing general

surgery. Maintenance by nfusnon of propofol should immediately follow the induction dose in

order to provide satk ia during the i ion phase. During this ini-

tial period following the mductlon dose, higher rates of infusion are generally required (150 to 200

mcg/kg/min) for the first 10 to 15 minutes. Infusion rates should subsequently be decreased 30%

to 50% during the first haﬂ—hour of maintenance. Generally, rates of 50 to 100 mcg/kg/min in

adults should be achieved during in order to optimi reoovery times.

Other drugs that cause CNS d j ics/sedatives, inh hetics, and opioids)

can increase the CNS depvessnon nduced by propofol.

Intermittent Bolus: Increments of propofol 25 mg (2.5 mL) to 50 mg (5 mL) may be administered with

nitrous oxide in adulk patients undergoing general surgery. The incremental boluses should be adminis-

tered when changes in vital signs indicate a resp: tDsurqu L ion or light

Pediatric Patients: Propofol administered as a variable rate infusion supplemented with nitrous

oxide 60% to 70% provides satisfactory anesthesia for most children 2 months of age or older,

ASA class | or I, undergoing general anesthesia.

In general, for the pedramc populatmn maintenance by nlusnon of propofol at a rate of 200 to 300

meg/kg/min should follow the induction dose. F the firs' half-hour of main-

tenance, infusion rates of 125 to 150 mcg/kg/min are typically needed PROPOFOL SHOULD BE

TITRATED TO ACHIEVE THE DESIRED CLINICAL EFFECT. Younger pediatric patients may require

higher maintenance infusion rates than older pediatric patients (see Table 2 Clinical Trials).

Propofol has been used wrm a variety of agents commonly used in anesthesia such as atropine,
and

nore stimulating surgical proce-
is not provided, administration

, diazepam, depolarizing ard depolarizing muscle
opnond analoesm as wcl as with inhalational and regional anesthetic agents.

fe adequate anesthesia. Inmelder)jdemorASAIMVpalm rapid bolus doses should not be used, as this will increase

finical signs of light th p y effects apnea, airway obstruction, and/or oxygen desaturation.

id of propofol at Monitared Anesthesi: C:u(lMC)Sedatmn

0 mcg/kg/min in adutts should Aduit Patients: When propofol is admi es of administration should
be individualized and titrated to clinical rzsponse In most patmrts the rates of propofol admin-

al anesthetics, and opioids) can istration will be in the range of 25 to 75 mcg/kg/min.

(0.15 mg/kg) with nitrous oxide During initiation of MAC sedation, slow infusion or slow injection techniques are preferable over

«ction maintenance infusion rate rapid bolus administration. During maintenance of MAC sedation, a variable rate infusion is prefer-
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Initiation of MAC Sedation: For initiation of MAC sedation, either an infusion or a slow injection method
may be utilized while closely monitoring cardiorespiratory function. With the infusion method, sedation
may be initiated by infusing propofol at 100 to 150 mcg/kg/min (6 to 9 mg/kg/h) for a period of 3 to 5
minutes and titrating to the desired level of sedation while closely montomg respiratory function. With

20

mcglkg/mn) In these smdns morphme or fentanyl was used as needed for analgesia.
Most adult ICU patients recovering from the effects of general anesthesia or deep sedation will
require maintenance rates of 5 to 50 mcg/kg/min (0.3 to 3 mg/kg/h) individualized and titrated to
clinical response. (See DOSAGE AND ADMINISTRATION.) With medical ICU patients or patients
who have recovered from the effects of general anesthesia or deep ion, the rate of adminis-
tration of 50 meg/kg/min or higher may be requlred to achleve adequate sedatum These higher
rates of i ion may the likelihood of patients
Although there are reports of reduced analgesic requi , most pahents received opioids for

Igesia during mai of ICU sedation. Some paments also received benzodiazepines
and/or neuromuscular blocking agents. During long-term maintenance of sedation, some ICU
patients were awakened once or twice every 24 hours for assessment of neurologic or respiratory
function. (See Clinical Trials, Table 4.)
In post-CABG (coronary artery bypass graft) patients, the maintenance rate of propofol adminis-
tration was usually low (median 11 mcg/kg/min) due to the intraoperative administration of high
opioid doses. Patients receiving propofol required 35% less nitroprusside than midazolam
patients; this difference was statistically significant (P<0.05). During initiation of sedation in post-
CABG patients, a 15% to 20% decrease in blood pressure was seen in the first 60 minutes. it was
not passible to determine cardiovascular effects in patients with severely compromised ventricu-
lar function (See Clinical Trials, Table 4).
In Medical or Postsurgical ICU studies comparing propofol to b infusion or bolus,
there were no apparent differences in maintenance of adequate sedation, mean arterial pressure,
or Iaboratory findings. Like the comparators, propofol reduced blood cortisol during sedation
while y to with adrenocerticotropic hormone (ACTH). Case
reports from the pubbshed lneralure generally reflect that propofol has been used safely in patients
with a history of porphyria or malignant hyperthermia.
In hemodynamically stacle head trauma patients ranging in age from 19 to 43 years, adequate sedation
was maintaned with propofal or morphine (N=7 in each group). There were no apparent differences in
adequacy of sedation, intracranial pressure, cerebral perfusion pressure, or neurologic recovery between
the treatment groups. In literature reperts from Nearosurgicai ICU and severely nead-iijured patients
propofol infusion with or without diuretics and hyperventilation controlled intracranial pressure while
maintaining cerebral perfusion pressure. In some patients, bolus doses resulted in decreased bioud pres-
sure and compromised cerebral perfusion pressure. (See Clinicai Trials, Table 4.)
Propofol was found to be effective in status epilepticus which was refractory to the standard anti-
convulsant therapies. For these pments as well as for ARDS/respiratory failure and tetanus
patients, sedation were ly higher than those for other critically ill
patient popuiations. (See Clinical Trials, Table 4)
Abrupt discontinuation of propofol prior !u weamnq or for danb/ evaluation of sedation levels should
be avoided. This may result in rapid anxiety, and to
mechanical ventilation. Infusions of propofol shcuk! be adjusted to maintain a hgm level of sedation
through the weaning process or evaluation of sedation level (See PRECAUTIONS.)

INDICATIONS AND USAGE
Propofol injectabk ksion is an IV sed hypnotic agent that can be used for both induction
and/or maintenance of anesthesia as part of a balanced ancsthetic technique for inpatient and out-
patient surgery in adult patients and pediatric patients greater than 3 years of age. Propofol can
also be used for maintenance of anesthesia as part of a balanced anesthetic technique for inpa-
tient and outpatient surgery in adult patients and in pediatric patients greater than 2 months of age.
Propofol is not recommended for induction of anesthesia below the age of 3 years or for mainte-
nance of anesthesia below the age of 2 months because its safety and effectiveness have not been
established in those populations.
In adutt patients, propofol, when inistereq ints ly as directed, can be used to initiate
and maintain monitored anesthesia care (MAC) sedation during diagnostic procedures. Propofol
may also be used for MAC sedation m conjunction with localregional anesthesia in patients under-
going surgical procedures. (See PRECAUTIONS.)
Safety, G and dosing for propofol have not been established for MAC seda-
tion/light general anesthesia in the pediatric population undergoing diagnostic or nonsurgical proce-
dures and fore it is not ded for this use. (See PRECAUTIONS — Pediatric Use.)
Propofol should only be administered to intubated, mechanically ventilated adult patients in the
intensive Care Unit (ICU) to provide continuous sedation and control of stress responses. In this set-
ting, propofol should be administered only by persons skilled in the medical management of criti-
cally itl patients and trained in cardi and airway
Propofol is not indicated for use in pediatric ICU sedation since the safety of this regimen has not
been established. (See PRECAUTIONS — Pediatric Use.)
Propofol is not recommended for obstetrics, including cesarean section deﬁvenos Propoiol
crosses the placenta, and as with other general ic agents, the ad of prop
may be associated with neonatal depression. (See PRECAUTIONS.)
Propofol is not recommended for use in nursing mothers because propofol has been reported to
be excreted in human milk, and the effects of oral absorption of small amounts of propofol are not
known. (See PRECAUTIONS.)

CONTRAINDICATIONS
Propofol injectable emulsion is contraindicated in patients with a known hypersens(mtym propo-

A q

the slow injection method for initation, patients will reguire approxi 0.5 mokg over fol or its components, or when general or are
310 5 minutes and titrated to clinical responses. ‘When propofol is adininistered siowly over 3 io 3 min-
utes, most patients will be adequately sedated, and the peak drug effect can be achieved while minimiz- WARNINGS
ing undesirable cardiorespiratory effects occurring at high plasma leveks. For general anesth or moni sthesia care (MAC) sedation, propofol should be
in the elderly, debilitated, or ASA ll/IV patients, rapid (single or repeated) bolus dose administra only bv e mmed in the administration of general anesthesia and not
tion shoukd not be used for MAC sedation. (See WARNINGS.) The rate of administration should be d in the of the dure. Patients should be continuously
over 3 to 5 minutes and the dosage of propofol should be reduced to approximately 80% of the monitored, and facilities for maintenance ofa Mm airway, artificial ventifation, and oxygen
usual adult dosage in these patients g to their condi p and ch in vital hment and Y must be i

signs. (See DOSAGE AND ADMINISTRATION.) For sedation of intubated lly ventilated adult patients in the Intensive Care Unit
Mai of MAC Sedation: For mai of a variable rate infusion method is (ICU), propofol should be administered anly by persons skilled in the management of critically

preferable over an intermittent bolus dose method. With the variable rate infusion method, patients
will generally require maintenance rates of 25 to 75 mcg/kg/min (1.5 to 4.5 mg/kg/h) during the
first 10 to 15 minutes of sedation maintenance. Infusion rates should subsequently be decreased
over time to 25 to 50 meg/kg/min and adjusted to clinical responses. In titrating to clinical effect,
allow approximately 2 minutes for onset of peak drug effect.
Infusion rates should aMays be mraled downward m the absence of clinical signs of light seda-
tion until mild k are obtained in order to avoid sedative administration of
propofol at rates hloher than are clinically necessary.
If the intermittent bolus dose method is used. increments of propofol 10 mg (1 mL) or 20 mg (2
mL) can be administered and titrated to desired clinical effect. wnh the intermittent bolus method
of sedation maintenance, there is the p | for respi y dep S in
dation depth, and/or p gati ofrecovevy
In the elderly, debilitated, or ASA IV patients, rapid (single or repeated) bolus dose administration
should not be used for MAC sedation. (Sec WARNINGS.) The rate of administration and the dosage of
propofol shoukd be reduced to approximately 80% of the usual adult dosage in these patients according
to their condition, responses, and changes in vital signs. (See DOSAGE AND ADMINISTRATION.)
Propofol can be administered as the sole agent for maintenance of MAC sedation during surgi-
cal/diagnostic procedures. When propofol sedation is supplemented with opioid and/or benzodi-
azepine medications, these agents increase the sedative and respiratory effects of propofol and
may also result in a slower recovery profile. (See PRECAUTIONS, Drug Interactions.)
ICU Sedation: (See WARNINGS and DOSAGE AND ADMINISTRATION, Handling Procedures.)
Aduit Patients:
For intubated hanicall ilated adult patients, Intensive Care Unit (ICU) sedation should
be initiated slowly with a continuous infusion in order to titrate to desired clinical effect and min-
imize hypotension. (See DOSAGE AND ADMINISTRATION.)

ill patients and trained in cardiovascular resuscitation and airway management.

In the elderly, debilitated, or ASA IV patients, rapid (single or repeated) bolus administration should
not be used during general anesthesia or MAC sedation in order to minimize undesirable cardiorespira-
tory g hyp apnea, airway obstruction, and/or oxygen desaturation.

MAC sedztnn patients should be continuously monitored by persons not involved in the conduct
of the surqucal or duaqnostn: procedure oxygen [ tation should be i d

and pi d where clini dicated; and oxygen saturation should be monitored in all patients.
Patients should be conmuousl,' monitored Ior eam signs of hypotension, apnea, airway obstruc-
tion, and/or oxygen These card y effects are more likely to occur follow-
ing rapid initiation (loading) boluses or during supplemental maintenance boluses, especially in
the elderly, debilitated, or ASA II/IV patients.

Propofol injectable emulsion should not be coadministered through the same IV catheter with
blood or plasma because compatibility has not been established. /n vitro tests have shown that
aggregates of the globuk t of the Ision vehicle have occurred with
blood/plasma/serum from humans and animals. The clinical significance is not known.

STRICT ASEPTIC TECHNIQUE MUST ALWAYS BE MAINTAINED DURING HANDLING. PROPOFOL
INJECTABLE EMULSION IS A SINGLE-USE PARENTERAL PRODUCT WHICH CONTAINS BENZYL
ALCOHOL TO RETARD THE RATE OF GROWTH OF MICROORGANISMS IN THE EVENT OF ACCI-
DENTAL EXTRINSIC CONTAMINATION. HOWEVER, PROPOFOL INJECTABLE EMULSION CAN
STILL SUPPORT THE GROWTH OF MICROORGANISMS AS [T IS NOT AN ANTIMICROBIALLY
PRESERVED PRODUCT UNDER USP STANDARDS. ACCORDINGLY, STRICT ASEPTIC TECHNIQUE
MUST STILL BE ADHERED T0. DO NOT USE IF CONTAMINATION IS SUSPECTED. DISCARD
UNUSED PORTIONS AS DIRECTED WITHIN THE REQUIRED TIME LIMITS (See DOSAGE AND
ADMINISTRATION, Handling Procedures). THERE HAVE BEEN REPORTS IN WHICH FAILURE TO
USE ASEPTIC TECHNIQUE WHEN HANDLING PROPOFOL INJECTABLE EMULSION WAS ASSOCH
ATED WITH MICROBIAL CONTAMINATION OF THE PRODUCT AND WITH FEVER,

INFECTION/SEPSIS, OTHER LIFE-THREATENING ILLNESS, AND/OR DEATH.




